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(b) Zinc and immune function in the
elderly.

[68 FR 2534, Jan. 6, 1993, as amended at 58 FR
2548, 2578, 2620, 2639, 2664, 2714, Jan. 6, 1993; 58
FR 17100, Apr. 1, 1993; 59 FR 437, Jan. 4, 1994;
65 FR 58918, Oct. 3, 2000]

§101.72 Health claims: calcium, vita-
min D, and osteoporosis.

(a) Relationship between calcium, vita-
min D, and osteoporosis. An inadequate
intake of calcium or calcium and vita-
min D contributes to low peak bone
mass, which has been identified as one
of many risk factors in the develop-
ment of osteoporosis. Peak bone mass
is the total quantity of bone present at
maturity, and experts believe that it
has the greatest bearing on whether a
person will be at risk of developing
osteoporosis and related bone fractures
later in life. Another factor that influ-
ences total bone mass and suscepti-
bility to osteoporosis is the rate of
bone loss after skeletal maturity. Vita-
min D is required for normal absorp-
tion of calcium and to prevent the oc-
currence of high serum parathyroid
hormone (PTH) concentration, which
stimulates mobilization of calcium
from the skeleton and can lower bone
mass. Calcium, along with vitamin D
and several other nutrients, is required
for normal bone mineralization. While
vitamin D is required for optimal bone
mineralization, it is more effective
when calcium intake is adequate. An
adequate intake of calcium and vita-
min D is thought to exert a positive ef-
fect during adolescence and early
adulthood in optimizing the amount of
bone that is laid down. However, the
upper limit of peak bone mass is ge-
netically determined. The mechanism
through which adequate intakes of cal-
cium and vitamin D and optimal peak
bone mass reduce the risk of
osteoporosis is thought to be as fol-
lows. All persons lose bone with age.
Hence, those with higher bone mass at
maturity take longer to reach the
critically reduced mass at which bones
can fracture easily. The rate of bone
loss after skeletal maturity also influ-
ences the amount of bone present at
old age and can influence an individ-
ual’s risk of developing osteoporosis.
Maintenance of adequate intakes of
calcium and vitamin D later in life is
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thought to be important in reducing
the rate of bone loss particularly in the
elderly and in women during the first
decade following menopause, but a sig-
nificant protective effect is also seen
among men and younger women.

(b) Significance of calcium or calcium
and vitamin D. Adequate calcium in-
take, or adequate calcium and vitamin
D intake, is not the only recognized
risk factor in the development of
osteoporosis, which is a multifactorial
bone disease. Maintenance of adequate
calcium and vitamin D intakes
throughout life is necessary to achieve
optimal peak bone mass and to reduce
the risk of osteoporosis in later life.
However, vitamin D is most effective
in this regard when calcium intake is
adequate. Increasing intake of calcium
has been shown to have beneficial ef-
fects on bone health independent of di-
etary vitamin D.

(¢) Requirements. (1) All requirements
set forth in §101.14 shall be met.

(2) Specific requirements—(i) Nature of
the claim. A health claim associating
calcium or, when appropriate, calcium
and vitamin D with a reduced risk of
osteoporosis may be made on the label
or labeling of a food described in para-
graphs (¢)(2)(ii) and (d)(1) of this sec-
tion, provided that:

(A) The claim makes clear the impor-
tance of adequate calcium intake, or
when appropriate, adequate calcium
and vitamin D intake, throughout life,
in a healthful diet, are essential to re-
duce osteoporosis risk. The claim does
not imply that adequate calcium in-
take, or when appropriate, adequate
calcium and vitamin D intake, is the
only recognized risk factor for the de-
velopment of osteoporosis;

(B) The claim does not attribute any
degree of reduction in risk of
osteoporosis to maintaining an ade-
quate dietary calcium intake, or when
appropriate, an adequate dietary cal-
cium and vitamin D intake, through-
out life.

(i1) Nature of the food. (A) The food
shall meet or exceed the requirements
for a ‘‘high’’ level of calcium as defined
in §101.54(b);

(B) The calcium content of the prod-
uct shall be assimilable;

(C) Dietary supplements shall meet
the United States Pharmacopeia (USP)

125



§101.73

standards for disintegration and dis-
solution applicable to their component
calcium salts, except that dietary sup-
plements for which no USP standards
exist shall exhibit appropriate assimi-
lability under the conditions of use
stated on the product label;

(D) A food or total daily rec-
ommended supplement intake shall not
contain more phosphorus than calcium
on a weight per weight basis.

(d) Optional information. (1) The claim
may include the term ‘‘vitamin D” if
the food meets or exceeds the require-
ments for a ‘‘high” level of vitamin D
as defined in §101.54(b);

(2) The claim may include informa-
tion from paragraphs (a) and (b) of this
section.

(3) The claim may make reference to
physical activity.

(4) The claim may include informa-
tion on the number of people in the
United States, including the number of
people in certain subpopulations in the
United States, who have osteoporosis
or low bone density. The sources of this
information must be identified, and it
must be current information from the
National Center for Health Statistics,
the National Institutes of Health, or
the National Osteoporosis Foundation.

(5) The claim may state that the role
of adequate calcium intake, or when
appropriate, the role of adequate cal-
cium and vitamin D intake, through-
out life is linked to reduced risk of
osteoporosis through the mechanism of
optimizing peak bone mass during ado-
lescence and early adulthood. The
phrase ‘‘build and maintain good bone
health” may be used to convey the con-
cept of optimizing peak bone mass. The
claim may also state that adequate in-
take of calcium, or when appropriate,
adequate intake of calcium and vita-
min D, is linked to reduced risk of
osteoporosis through the mechanism of
slowing the rate of bone loss for per-
sons with a family history of the dis-
ease, post-menopausal women, and el-
derly men and women.

(e) Model health claims. The following
model health claims may be used in
food labeling to describe the relation-
ship between calcium and osteoporosis:
Adequate calcium throughout life, as
part of a well-balanced diet, may re-
duce the risk of osteoporosis.

21 CFR Ch. | (4-1-10 Edition)

Adequate calcium as part of a healthful
diet, along with physical activity, may
reduce the risk of osteoporosis in later
life.

(f) Model additional health claims for
calcium and vitamin D. The following
model health claims may be used in
food labeling to describe the relation-
ship between calcium, vitamin D, and
osteoporosis:

Adequate calcium and vitamin D
throughout life, as part of a well-bal-
anced diet, may reduce the risk of
osteoporosis.

Adequate calcium and vitamin D as
part of a healthful diet, along with
physical activity, may reduce the risk
of osteoporosis in later life.

[73 FR 56486, Sept. 29, 2008]

§101.73 Health claims: dietary lipids
and cancer.

(a) Relationship between fat and can-
cer. (1) Cancer is a constellation of
more than 100 different diseases, each
characterized by the uncontrolled
growth and spread of abnormal cells.
Cancer has many causes and stages in
its development. Both genetic and en-
vironmental risk factors may affect
the risk of cancer. Risk factors include
a family history of a specific type of
cancer, cigarette smoking, alcohol con-
sumption, overweight and obesity, ul-
traviolet or ionizing radiation, expo-
sure to cancer-causing chemicals, and
dietary factors.

(2) Among dietary factors, the
strongest positive association has been
found between total fat intake and risk
of some types of cancer. Based on the
totality of the publicly available sci-
entific evidence, there is significant
scientific agreement among experts,
qualified by training and experience to
evaluate such evidence, that diets high
in total fat are associated with an in-
creased cancer risk. Research to date,
although not conclusive, demonstrates
that the total amount of fats, rather
than any specific type of fat, is posi-
tively associated with cancer risk. The
mechanism by which total fat affects
cancer has not yet been established.

(3) A question that has been the sub-
ject of considerable research is whether
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